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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1,3-9,11 and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Saettone et al patent 6,346,273 in view of Muller et al patent 
6,407,079. 
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Satteone et al disclose solubilizing of diterpenes including forskalin by adding 
complexing agent that may be cyclodextrin and dissolving into a water solution at room 
temperatures (column 5, lines 10-33 and 60-66 and column 8, lines 10-15). For claims 
1 and 4, see Saettone et al at examnple 12 and the Table at column 8, drawn to the 
claimed product solution material percentages. For claims 1, 5 and 6, see crystallizing 
of a suspension in column 2, lines 65-66 and use of agitation and filtration in forming the 
solution. For claims 6-8, forming of eyedrops for treatment of glaucoma and other 
ophamalic conditions is at column 2, line 43; column 1, line 32 and column 8, lines 65- 
67. For claim 9, addition of PVP is extensively discussed at column 5, line 60 , while 
use of "eyedrops" would inherently treat dry eye. For claim 1 1 , topical adminstrations 
are found at column 1 , lines 44-46. For claim 1 3, formation of water-soluble 
formulations are at column 2, line 53. 

The claims all differ in requiring the aqueous solutions formed being clear. 
However, Muller et al teach formuations of aqueous solutions of opthamalic agents 
dissolved in water with complexing agent cyclodextrin, in which merely agitation 
followed by settling results in clear solutions (see for instance, example 4). It would 
have been obvious to one of ordinary skill in the art to have utilized cyclodextrin as the 
complexing agent when preparing a formulation comprising foskolin in the Saettone et 
al method to give a clear solution, as taught by Muller et al, since the resulting clear 
solutions are less irritating to the eyes of patients when the formulations are 
administered with lesser haemolytic effects. 
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Claims 2,12 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Saettone et al in view of Majeed et al patent 5,804,596. 
Claim 2 differs in requiring the active substance being derived from the coleus plant. 
Majeed et al teach extraction of forskalin from the coleus plant at column 2, lines 55-61 . 
It would have been obvious to one of ordinary skill in the art to have utilized the coleus 
plant as a starting material for the prepartions of Saettone et al, as taught by Majeed, so 
as to utilize a relatively pure form of starting material having standardized amounts of 
active material. 

Claims 12 and 14 differ in requiring use of the medication to treat obesity or 
promote lean body mass. Majeed et al also teach forskalin being useful in such 
treatments at column 12, lines 19-35. It would have been obvious to one of ordinary 

♦ 

* 

skill in the art to have utilized the forskalin of Saettone et al to treat obesity and enhance 
lean body mass, as taught by Majeed et al, since forskalin has the property of 
enhancing lipolysis of fat cells in vitro. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Saettone et al in view of Spence et al patent 6,540,895 

Claim 10 differs in the end use of the forskalin as a molecular probe material, such is 
taught by Spence et al at column 22, lines 49-67. It would have been obvious to one of 
ordinary skill in the art to have utilized the manufactured forskalin of Saettone et al as a 
molecular probe material, as taught by Spence et al, since forskalin has the property of 
reflecting or adsorbing fluorescence, hence for enhancing analysis of cellular 
environments. 
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Applicant's arguments filed on March 1 f 2005 have been fully considered but 
they are not persuasive. It is argued that Saettone et al does not disclose solublization 
of forskolin up to 5% solubilization or use of cyclodextrin. However, the instant claims 
only require a minimum of 0.09% solubilization and cyclodextrin is taught both in the 
primary reference at column 5, line 63 and throughout the Muller teaching reference. 
Arguments concerning the dependent claims are chiefly redirected to percentages of 
forskolin dissolved with cyclodextrin derivatives; such limitations met by Saettone et al 
with respect to independent claim 1 , especially in view of Muller. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Joseph Drodge at telephone number 
571-272-1 140. The examiner can normally be reached on Monday-Friday from 
8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Wanda Walker, can reached at 571-272-1 151 . The fax 
phone number for the examining group where this application is assigned is 
703-872-9306. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either private PAIR or Public 
PAIR, and through Private PAIR only for unpublished applications. For more 
information about the PAIR system, see http://pair-direct.usDto.aov . Should you 
have any questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
JWD 

March 21 , 2005 fl >/d MJfflk 




